
. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

[Docket No. 2004N-02961 

Agency Information Collection Activities; Sub@ssion for Office of 

Management and Budget Review; Comment Request; Good Laboratory 

Practice Regulations for Nonclinical Studies 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing that a 

proposed collection of information has been submitted to the Office of 

Management and Budget (OMB) for review and clearance under the Paperwork 

Reduction Act of 1995. 

DATES: Fax written comments on the collection of information by [insert date 

30 Gays after date of-publication in the Federal Register]. 

ADDRESSES: OMB is still experiencing significant delays in the regular mail, 

including first class and express mail, and messenger deliveries are not being 

accepted. To ensure that comments on the ,information collection are received, 

OMB recommends that written comments be faxed to the Office of Information 

and Regulatory Affairs, OMB, Attn: Fumie Yokota, Desk Officer for FDA, FAX 

202-395-6974. 

FOR FURTHER INFORMATION CONTACT: Denver Presley, Office of Management 

Programs (HFA-250), Food and Drug Administration, 5600 Fishers Lane, rm. 

4B-41, Rockville, MD 20857,301-827-1472. 
oco4314 
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SUPPLEMENTARY INFORMATION: In compliance with 44 7J.S.C. 3507, FDA has 

submitted the following proposed collection of information to ONB for review 

and clearance. 

Good Laboratory Practice (GLP) Regulations for Nonclinical Studies-21 

CFR Part 58 (OMB Control Number 0910-0119)~Extension 

Sections 409, 505, 512, and 515 of the Federal Food, Drug, and Cosmetic 

Act (21 U.S.C. 348, 355, 36Ob, 360e) and related statues require manufacturers 

of food additives, human drugs and biological products, animal drugs, and 

medical devices to demonstrate the safety and utility of their product by 

submitting applications to FDA for research or marketing permits. Such 

applications contain, among other important items, full reports of all studies 

done to demonstrate product safety in man and/or other animals. In order to 

ensure adequate quality control for these studies and to provide an adequate 

degree of consumer protection, the agency issued the GLP regulations. The 

regulations specify minimum standards for the proper conduct of safety testing 

and contain sections on facilities, personnel, equipment, standard operating 

procedures (SOPS), test and control articles, quality assurance, protocol and 

conduct of a safety study, records and reports, and laboratory. disqualification. 

The GLP regulations contain requirements for the reporting of the results 

of quality assurance unit inspections, test and control article characterization, 

testing of mixtures of test and control articles with carriers, and an overall 

interpretation of nonclinical laboratory studies. The GLP regulations also 

contain recordkeeping requirements relating to the conduct of safety studies. 

Such records include: (1) Personnel job descriptions and summaries of training 

and experience; (2) master schedules, protocols and amendments thereto, 

inspection reports, and SOPS; (3) equipment inspection, maintenance, 
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ca l ib ra tio n , a n d  tes tin g  records ; (4)  d o c u m e n ta tio n  o f fe e d  a n d  w a te r  ana lyses  

a n d  an ima l  tre a tm e n ts; (5)  tes t a r ticle  accoun tabi l i ty records ; a n d  (6)  study  

d o c u m e n ta tio n  a n d  raw  d a ta . 

T h e  in fo r m a tio n  co l lecte d  u n d e r  G L P  regu la tions  is genera l l y  g a th e r e d  by  

tes tin g  faci l i t ies r ou tine ly  e n g a g e d  in  conduc tin g  tox ico log ica l  stud ies  a n d  is 

u s e d  as  pa r t o f a n  app l i ca tio n  fo r  a  research  o r  ma rke tin g  pe rm i t th a t is 

vo lun tar i ly submi tte d  to  F D A  by  pe rsons  des i r ing  to  ma rke t n e w  p roduc ts. T h e  

faci l i t ies th a t co l lect th is  in fo r m a tio n  a re  typical ly  o p e r a te d  by  la rge  e n tities , 

e .g ., con trac t l abo ra tor ies , sponsors  o f FDA- regu la te d  p roduc ts, un ivers i ties , o r  

g o v e r n m e n t agenc ies . Fa i lu re  to  inc lude  th e  in fo r m a tio n  in  a  filin g  to  F D A  

w o u ld  m e a n  th a t agency  sc ientific expe r ts cou ld  n o t m a k e  a  va l id  

d e te rm ina tio n  o f p roduc t sa fe ty. F D A  rece ives, rev iews, a n d  app roves  

h u n d r e d s  o f n e w  p roduc t app l i ca tions  e a c h  year  b a s e d  o n  in fo r m a tio n  

rece ived . T h e  reco rdkeep ing  r e q u i r e m e n ts a re  necessary  to  d o c u m e n t th e  

p rope r  conduc t o f a  sa fe ty study , to  assure  th e  qua l i ty a n d  in tegr i ty o f th e  

resu l tin g  fina l  repo r t, a n d  to  p rov ide  a d e q u a te  p r o o f o f th e  sa fe ty o f r egu la te d  

p roduc ts. F D A  conduc ts ons i te  aud i ts o f records  a n d  repo r ts, du r i ng  th e  

agency’s inspec tions  o f tes tin g  l abo ra tor ies , to  verify rel iabi l i ty o f resu l ts 

submi tte d  in  app l i ca tions . 

T h e  l ikely r e s p o n d e n ts co l lectin g  th is  in fo r m a tio n  a re  con trac t 

l abo ra tor ies , sponsors  o f FDA- regu la te d  p roduc ts, un ivers i ties , o r  g o v e r n m e n t 

agenc ies . 

In  th e  Fede ra l  R e g iste r  o f July  Z & Z O O 4  (69  F R  4 3 8 5 3 ) , F D A  pub l i shed  

a  60 -day  n o tice  r eques tin g  pub l i c  c o m m e n t o n  th e  in fo r m a tio n  co l lectio n  

prov is ions. N o  c o m m e n ts w e r e  rece ived . 

F D A  es tim a tes  th e  b u r d e n  o f th is  co l lectio n  o f in fo r m a tio n  as  fo l lows: 



TABLE 1 .-ESTIMATED ANNUAL REPW?T~NG BJRDEN’ 

21 CFR section 
No. of Total Annual 

Recordkeepers 
Annual Frequency 

per Record Records 
Hours per 

Recordkeeper Total Hours 

5&35(b)(7) 

58.185 

Total 

300 

300 

60.25 

60.25 

18,075 

la.075 

1 

27.65 

18,075 

499,774 

51 ?.a49 
i I 

‘There are no capital costs or operating maintenance costs associated with this collection of information. 

TABLE ~.--EsTIMJ~ED ANNUAL RECORDKEEPING B~JRDIW 

No. of 
21 CFR Section Recordkeepers 

Annual Frequency 
per Record 

To~~ta;~al Hours per 
Recordkeeper Total Hours 

=-NW 300 20 6,000 21 1,260 

58.35(b)(l) through (b)(6) and (c) 300 270.76 81,228 3.36 279,926 

58.63(b) and (c) 300 60 18,000 .09 1,620 

*There are no capital costs or operating maintenance costs associated with this collection of information. 
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D a te d : IZ- X - & P / 
D e c e m b e r  2 8 , 2 0 0 4 . 

jef frey k h u r e n , 
Ass is tant  Commiss ione r  fo r  Pol icy.  
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